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Memorandum

Subject
[(0)4),(b)(7)(E) |
2012 Procurement Quota Increase Request

Hydrocodone
(DFN: 630-08.2)

Date

To

Barbara Boockholdt

Chief

Regulatory Secticn

Office of Diversion Control

Background:

As a result of the recent increase in the diversion and abuse of hydrocodone, ODQ requests that ODG

Fro %ﬁy
Christing fud, Ph.D.

Chief
UN Reporting and Quota Section
Office of Diversion Control

review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains sales (broken out by customer) for 2011 as provided by the registrant.

0DQ requests that ODG review and provide written comments to on the applicant’s enclosed

customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales

made to such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone.

Please feel free to contact me if | can provide further assistance in this matter.
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Memorandum m
- Q‘oﬁo,yj

'.

.

}' Subject Date

- @ ®meE |

L _ 2012 Procurement Quota Increase Request

. Hydrocodone MAR 1 6 2012

l} ; (DFN: 630-08.2)

3

i:

i To Fro

= iéna».- ABoora fo AP

- Christine A. Sannerud, Ph.D., Chief Barbara J. Bodtkholdt, Chief

Drug & Chemical Evaluation Section (ODQ) Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On March 12, 2012, this section received your memorandum requesting a review of a quota increase
submitted b ODQ is requesting a review of|(?)(4) l:uslomcr list, specifically, information on
whether the applicant’s customers are currently under investigation or are subject of an order to show
cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately ninety-two (92) of] customers as
well as an in-depth investigation of|(®)(4)

The below listed information was found on[P)4) lcustomers:

\ Currently Under Review/Investigation
(b)(4):(b)(7)(E)

Currently Under Review/Investigation

i

r

3

5 (b)4):(b)(T)(E)
b

|

| Currently Under Review/Investigation

(b)(4):(b)(7)(E)

] Currently Under Review/Investigation

(b)(4); (k)
7)(E)
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TR |

| \ Currently Under Review/Investigation

’ (b)(4):(b)(7)(E)

(0)(4);()T)E) Retired

Based upon a review o customers, ODG recommends that ODQ limit the quota granted to this
company. (0)(4) |has five (5) customers that are Under Review/Investigation and one (1) that is retired.

We arc available to discuss quantitative levels at your convenience. If you have any questions pertaining
to this information, please feel frec to contact me[© XN or SC (0)6).E)7)C)
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Memorandum @‘z
-,
Subject Date

Unit Dose [0)(4),(0)7)(E)
2012 Procurement Quota Increase Request
Oxycodone

(DFN: 630-08.2)

MAR 2 0 2012

To

Barbara Boockhold:

Chief

Regulatory Section

Office of Diversion Control

Background:

//L47/_/<7A/’ //7

Chtistfne A \8anpe
Chief

UN Reporting & Qlota Section
Office of Diversion Control

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains sales (broken out by customer) for 2012 as provided by the registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show causc or immediate suspension order. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota

altocation for hydrocodone.

Please feel free to contact me if | can provide further assistance in this matter.
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Memorandum

Subject Date

Unit Dose [*®:EXNE) MAR 21 21

2012 Procurement Quota Increase Request
Oxycodone
(DFN:630-08.2)

To Fr M&M_‘%éwd‘“bw

Christine A. Sannerud, Ph.D, Chief arbara J. Bo
UN Reporting and Quota Section Regulatory Section
Office of Diversion Control

Office of Diversion Control

kholdt, Chief

On March 20, 2012, this section received your memorandum requesting a review of Unit Dose’s
customers list, specifically, information on whether the applicant’s customers are currently under
investigation or are the subject of an order to show cause or immediate suspension order.

Unit Dose provided a list of customers. The names of the customers were run through NADDIS
to determine if there were any open field investigations. The DEA registration numbers were also run
through RICS to determine if the registrations were current. These checks yielded the following results:

No derogatory information was found

DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.
Based on this information, ODG suggests that you proceed with the completion of the request submitted

by Unit Dose for the quota increase.

If you have any questions pertaining to this information, piease feel free to contact me
[(0)6).(0)(7)(C) |
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Memorandum m

Subject l Date
(b)(4)

)

- e m- - T

2012 Procurement Quota Increase Request

Oxycodone : APR 17 2012
/) // Vi
/ :

(DFN: 630-08.2)

S

To From

I ; Barbara Hoockholdt Christire’ A, Sannerud
H Chief Chief
Regulatory Section Drug & Chemical Evaluation Section
! Office of Diversion Control Office of Diversion Control
: Background:

As a result of the recent increase in the diversion and abuse oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2011 as provided by the
registrant.

P P

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota
allocation for oxycodone.

oy,

Plcase feel free to contact me if [ can provide further assistance in this matter,

e v e ——— o by & . 57 P Y ey e TR ok Pt

EBr
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Memorandum

Subject
(0)(4);(0)(7)(E)

2012 Procurement Quota Increase Request

Oxycodone
(DEN: 630-08.2)

Datc

APR 20 201

To

Christine A. Sannerud, Ph.D., Chief

Drug & Chemical Evalutaion Section (ODQ)

Office of Diversion Control

From

Bao oved fop AT
Barbara I. Bobckholdt, Chief

Regulatory Section (ODG)
Office of Diversion Control

On April 17, 2012, this scction received your memorandum requestin a review of a quota increase
submitted byODQ is requesting a review of Eb)(4) customer list, specifically,
information on whether the applicant’s customers are currently under investigation or are subject of an
order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and twenty-five (125) of

(b)(4) customers as well as an in-depth investigation of |(b)(4)

The below listed information was found on

b)(4)

customers:

(b)(4); (k)
7)(E)

Currently Under Review/Investigation

l

Currently Under Review/Investigation

(b)(4):(b)(7)(E)

\

Currently Under Review/Investigation

(b)(4):(b)(7)(E)

[

Currently Under Review/Investigation

(b)(4):(b)(7)(E)

Currently Under Suspension

(b)(4); (k)
7)(E)
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(b)(A):(b)(7)(E) Currently Under Review/Investigation
Currently Under Review/Investigation
(b)(4);(B)(7)(E) _7
Tb)(E4);(b)( ' I Currently Under Review/Investigation
)E) - l
(Yt;z(E'jr));(b)( ’ Currently Under Review/Investigation
: |
| Currently Under Review/Investigation
(b)(4);(b)(7)(E) _]
b)(4);(b)( Currently Under Review/Investigation
7)(E) J
| Currently Under Review/Investigation
(b)(4);(b)(7)(E)
Currently Under Review/Investigation
(b)(4);(b)(7)(E)
L
Currently Under Review/Investigation
(b)(4);(b)(7)(E)
~ |__ Currently Under Review/Investigation
(b)(4);(b)(7)(E)
(b)(4):(b)(7)(E) Retired
(b)(4);(b)(7)(E) Retired
Retired
(b)(4);(b)(7)(E)

»o
TR
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3

Based upon a review o ustomers, QDG recommends that ODQ adjust the quota granted to
this company. One of|?)(4) customer is currently under {PX®.E)7)E) |

(B)(4) fourteen (14) customers are under Review/Investigation] and three (3) are retired.

Quota ta[®)(4) should be reduced by at least the total kilogram amounts sold by the company to the
above listed customers.

If you have any questions pertaining to this information, please feel free to contact me g’))@?{bm{ or SC
(b)(6);(b)(T)(C)

Page 449

M



SBF-CM
Folder Details

Folder ID; 120811 Reg No: [EXT)E)
Author:l(b)(e);(b)(7)(C) | Addressed To: Barbara Boockholdt
ODEQ
Location: QBEQ
Due: 04/22/2012
Received: 411212012
Date Sent: 44252012
Security: A-AES Response:
Abstract: _ 012 procurement quota increase request for hydrocodone
Signature: Christine Sannerud
Doc Categories: Doc Types:
|{b){6);{b){7){c) | ODG 04/19/2012 4/24/2012
Action: Recommendation and Comments

Requested Activity:
Response Notes:

4/27/2015 2:12:06 PM

Page 450



5 Py,

Memorandum m
¥
Subject Date

|(b){4);{b){7){E) |

2012 Procurement Quota Increase Request
Hydrocodone
(DFN: 630-08.2)

APR 12 2012

To

Barbara Boockholdt

Chicf

Regulatory Section

Office of Diversien Control

Background:

As a result of the recent increase in the diversion and abuse of hydrocodone, ODQ requests that ODG

A/
/ .-/.X

i/
4

From /
Christine A. Sannerud! PK.D.
Chief
UN Reporting and Quota Section
Office of Diversion Control

review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2012 as provided by the

registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed

customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales

madc to such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone.

Please fee] free to contact me if I can provide further assistance in this matter.
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Memorandum

Subject
b)(4),(b)(7)(E)

2UTZ Procurement Quota Increase Request APR 23 201
Hydrocodone

(DFN: 630-08.2)

Date

to r\‘%mm,& 06@% W
Christine A. Sannerud, Ph.D., Chief Barbara J. Bdéckholdt, Chief
UN Reporting and Quota Section {ODQ) Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On April 12, 2012, this section received your memorandum req

uesting a review of a quota increase
submitted by DQ 1s requesting a review oustomer list, specifically, information on
whether the applicant’s customers are currently under investigation or are subjcct of an order to show
cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of a

as well as on|(b)(4)

The following information was found on [(P)(4)

pproximately nincty-nine (99) of b)(4) Customers

and the below listed customers:

Order to Show Cause Requested

(b)(4):(b)(6);(0)(7)(C);()(7)E)

l Currently Under Review/Investigation

(b)(4):(b)(7)(E)

7 Currently Under Review/Investigation

(b)(4); (k)
7)(E)
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eview/Investigation

Currently Under Review/Investigation

(b)(4);(B)T7)E)

/

Because four of

b)(4)

customers are currently under revie

(b)(4); (k)
7)(E)

(b)(4); (k)
7)(E)

Igation and

|ODG recommends that ODQ adjust the quota allotted toEb)(4) |accordingly.

(b)(4):(b)(7)(E)

(b)(6);(b)T)HC)

If you have any guestions pertaining to this information, please feel free to contact me :
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LY,
Memorandum m
| =7

Subject Date
|{b){4);{b){7){E) |
2012 Procurement Quota Increase Request
Oxycodone

(DFN: 630-08.2) APR 12 2012

4/ A 4 /]
Barbara Boockholdt Christine A. Sannerud, Ph.D.

Chicf Chief

Regulatory Section UN Reporting and Quota Section
Office of Diversion Control Office of Diversion Control
Background:

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2012 as provided by the
registrant.

ODQ requests that ODG review and provide written comments tq on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether thb applicant’s customers are currently
under investigation or are the subject of an order to show cause or imimediate suspension order. The sales
made to such customers will be considered by ODQ when establishirjg/revising the applicant’s quota
allocation for hydrocodone.

Plcase feel free to contact me if 1 can provide further assistance ln this matter.
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Memorandum

Subject
|{b){4);{b){7){E) |

2012 Procurement Quota Increase Requcst
Oxycodone
(DEN: 630-08.2)

Date

APR 18 2012

To

Christine A. Salmerua; Ph.D., Chief
UN Reporting and Quota Section (ODQ)
Office of Diversion Control

Ve soch s Ll

Barbara I. Bdockholdt, Chief

Regulatory Section (ODG)
Office of Diversion Control

On April 12, 2012, this section received your merfforandum requesting a review of a quota increase

submitted by|(P)(4)  |0DQ is requesting a review of(b)(4)

whether the applicant’s customers are currently under Investigation or are subject of an order to show

cause or immediate suspension order,

ODGR conducted NADDIS and CSA reviews of approximately forty-five (43) of

well as on|(b)(4)

The fotlowing information was found on (b)(4)

and the below listed customers:

b)(4)

customers as

[ Currently Under Review/Investigation

(b)(4):(b)(7)(E)

/

\ Currently W

Becausc two of(P)(4) customers are currently under review/investigation, ODG recommends that
ODQ adjust the quota allotted toEb)(4) |according!y.

If you have any questions pertaining to this information, please feel free to contact me

(b)(6);(b)T)HC)
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Memorandum @"@
‘%GO;«}
Subject Date

Freedom Pharmaceuticals, Inc|?*O/NE)

2012 Procurement Quota Increase Request

Oxycodone MAY 1 ?[112

(DFN: 630-08.2)
n/ ﬁ Y
/ (

To From

Barbara Boockholdt Christine A. Sannerugt, Ph.D.

Chicf Chief

Regulatory Section Drug & Chemical Evaluation Section
QOffice of Diversion Control Office of Diversion Control
Background:

As aresult of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2011 as provided by the
registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales
made 1o such customers will be considered by ODQ when establishing/revising the applicant’s quota
allocation for oxycodone.

Please fec! free to contact me if [ can provide further assistance in this matter.
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Memorandum A N

Suhject { Date
Freedom Pharmaccuticals [P/®/®XN(E) | May 01 2012
2012 Procurement Quota Increase Request |

Oxycodone
{DIFN:630-08.2)

To Frg
@M(A»\A_% fo C,I{_,(‘-"U (_QédlL
Christine A, Sannerud, Ph.1), Chief Barbara J. Booclholdt, Chief

Drug & Chemical Evalution Section Regulatory Section
Office of Diversion Control Gtfice of Diversion Control

On May 1, 2012, this section received your memorandum requesting a review of Freedom
Pharmaceuticals’ customers list, specifically, information on whether the applicant’s customers are
currently under investigation or are the subject of an order to show cause or immediate suspension order.

Freedom Pharmaceuticals provided a list of customers. The names of the customers were run
through NADDIS to determine if there were any open field investigations. The DEA registration numbers
were also run through RICS to determine if the registrations were current. These checks yiclded the
following results:

No derogatory information was found
DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants,

Based on this information, ODG suggests that you proceed with the completion of the request submitted
by Freedom Pharmaceuticals for the quota increase.

[f you have any questions pertaining to this information, please fell free to contact me %)){S)Q{b)m{ or SC
(0)(6):(0)(7)(C)
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Memorandum
Subject Date
I(b){4);{b){7){E) |
2012 Procurement Quota Increase Request
Hydrocodone MAY _ 3 2012
(DFN: 630-08.2)
N o
To From E
Barbara Boockholdt Christine ncrud h.D.
Chief Chief
Regulatory Section UN Reporting and Quota Section

Office of Diversion Control

Background:

Office of Diversion Control

As a result of the recent increase in the diversion and abusc of hydrocodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2012 as provided by the

registrant,

ODQ requests that ODG review and provide written cormuments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone.

Please feel free to contact me if [ can provide further assistance in this matter.
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Memorandum m
=Y

Subject
I(b){4);{b){7){E) |
2012 Procurement Quota Increase Request

Hydrocodone MAY 11 20
(DFN: 630-08.2)

Date

To Fri

avcd Ko LEF
Christine A. Sannerud, Ph.D., Chief Barbara J. Badckholdt, Chief
UN Reporting and Quota Section (ODQ) Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On May 3, 2012, this section received your memorandum requesting a review of a quota increase
submitted by ((b)(4) | ODQ is requesting a review of(b)(4) |customer list, specifically,
information on whether the applicant’s customers are current y under investigation or are subject of an
order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and six (106) of|(P)(4)
(0)(4) leustomers as well as an in-depth investigation of{®)(4)

(b)(4)

The below listed information was found on customers:

BB 3 , o
- [7)(E) Currently Under Review/Investigation

.

Currently Under Review/Investigation

(b)(4):(b)(7)(E) 7

Currently Under Review/I nvestigation
(b)(4);(b)(7)(E) |

Based upon a review of [P)4) pustomers, ODG recommends that ODQ adjust the quota
granted to this company by at least the total kilogram amounts sold to the above listed customers.

If you have any questions| pertaining to this information, please feel free to contact me (RO or SC
|{b){6)Q{b){7){C)
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Memorandum \!

Subject Date

Aidarcx [PI#).0)7E)
2012 Procurement Quota Increase Request
Oxycodone

(DFN: 630-08.2) MAY 3 2012

/N An
To From %‘ /&M
Barbara Boockholdt Christine A, erudy Ph.D,
Chief Chief
Regulatory Section UN Reporting and Quota Section
Office of Diversion Control Office of Diversion Control
Background:

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2012 as provided by the
registrant.

OD() requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota
allocation for hydrocodone.

ODQ notes from the attached documents that this registrant has procured oxycodone finished dosage
forms in 2011 and 2012 without a quota.

Please feel free to contact me if I can provide further assistance in this matter.
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Memorandum mﬂq
_ =

Subject

Aidarexl{b){4);{b){7){E) |
2012 Procurement Quota Increase Request

Oxycodone MAY 0 7 2012

(DFN:630-08.2)

Date

To Fr YA (’(){1 rjp\h
Christine A. Sannerud, Ph.D, Chief ,QﬂfBarb a . Boockholdt, Chief

UN Reporting and Quota Section ¥ Regllatgry Section

Office of Diversion Control Office 6f Diversion Control

On May 3, 2012, this section received your memorandum requesting a review of Aidarex’s customers list
specifically, information on whether the applicant’s customers are currently under investigation or are the
subject of an order to show cause or immediate suspension order.

el

Aidarex provided a list ofmcustomers. The names of the customers were run through NADDIS to
determine if there were any open field investigations. The DEA registration numbers were also run
through RICS to determine if the registrations were current. These checks yielded the following results:

No derogatory information was found
DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.

Based on this information, ODG suggests that you proceed with the completion of the request submitted
by Freedom Pharmaceuticals for the quota increase.

If you have any questions pertaining to this information, please fell free to contact me [V ©7|or gC

C)
(b)(6);(b)T)HC)
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Memorandum

Subject
I(b){4);{b){7){E) |
2012 Procurement Quota Increase Request

Oxycodone
(DFN: 630-08.2)

Date

To

Barbara Boockholdt
Chief

Regulatory Section
Office of Diversion Control

Background:

Christine
Chicf
UN Reporting and Quota Section
Office of Diversion Control

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2012 as provided by the

registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediate suspension order. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone.

Please feel frec to contact me if [ can provide further assistance in this matter.
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